Shar n Carter 


(Fr m: 
Sent: 

T : 

Subject: 


Stewart, Jo <Jo_Stewart@MEE3,HARVARD.EDU> 
Tuesday, March 06, 2012 2:13 PM 
Sharon Carter 
RE: NECC Eye block 


Michael has sent the order. 

Thanks for the information and I’ll keep you posted. 

Thanks 

Jo 


Original Message — 

From: Sharon Carter [mailto; scarter@neccrx.com] 

Sent: Tuesday, March 06, 2012 2:12 PM 
To: Stewart, Jo 
Subject: NECC Eye block 

HI Jo, 

The log sheet for the eye block lot# 02212012@91 has been reviewed by both the pharmacist and a technician 
that made the item. The weights of each ingredient are accurate and the pH was adjusted to 5.2. The 
technician that made you eye block has been compounding for many years and also makes other facilities' eye 
blocks as well. We sent you #300 syringes on February 23 rd and when I spoke to you today you said you had 
about 130 to 140 syringes remaining. Approximately 170 syringes were used without incident. This product 
does require refrigeration and I believe previous issues you have had with this product were a result of improper 
storage. 

I understand that you will be ordering 300 more syringes and would like to receive them as soon as possible. 

I will be looking for your new order. 

Sharon Carter, C.Ph.T. 

kVi 

5S 

697 Waverly Street 
Framingham, MA 01702 
Direct Line: 508-656-2634 
scarter@neccrx.com 



i 


i 

174755 34 23 000864 


FDA P00028 934 



CUSTOMER COMPLAINT RECORD 


£3 


Customer Complaint Number: , 


Date Received: 



CUSTOMER INFORMATION 


Facility Name: 


Mass Eye and Ear Institure 


Contact Jo Stewart 


Address: 


243 Charles Street Boston, M A 021 14 

~ 617 - 573-3532 


Marrsft- 


Telep hone: Z-LZZZ 

Emai i : jo_stewart@meei.harvard.edu 

ADVERSE EVENT: 


Fax - l4/7 -S 

Date of Occurrence: 3/6/1 2 


300~LIDO/BUP/5UHY 10ML 

Product information (product names, lot#s, expiration LOT#: 0221 201 2@91 
dates, results): Exp; 3/22/2012 


Describe the exact nature of the problem: 


Explain any death/injury/iilness that has occurred or 
may occur: 


Multiple patients are complaining of pain and stinging at injection + 
multiple doctors are saying the blocks are not having any effect = 
not working. This has happened with different blocks on different 
patients multiple times today. 




Jo would like a phone call from our pharmacy representative as 

)ther complaints or additional information related to soon as possible. They need to get new product in house as 


this complaint: 


Investigation required? If no, explain: 
(INVESTIGATION REQUIRED EOR ALL ADVERSE 

EVENT51 (-Sm. 3'^ 


Root cause analysis (most probable cause of incident): 


Outcome of investigation (attach all applicable 
documentation): 


ReturnQNo Q Yes 


quickly as possible because they have many scheduled 
procedures. ;>7 - . . _ . n L . * 


Ch&c&kl nXC 

I ijttJL flr&a. 

{ /U)7^ 


hVL. 

Will j 

Tracking 






Completed By: 
Processed By: 
Reviewed By: _ 


. Blane Morphis 


New England Compounding Center 




Attachment 1 


3 / 6/1 2 



VerSi °n foffl 
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